[The EMEA CHMP guidelines in coronary heart disease and chronic heart failure].
The official regulatory recommendations for drug development and the granting of marketing authorisations are intended for use by pharmaceutical companies and the regulatory agencies. These recommendations are particularly useful in Europe, and allow harmonisation of the regulatory requirements between the different member states, thus facilitating further evaluation of the submission file and the registration process. The European guidelines are issued by the Committee for Human Medicinal Products (CHMP) of the European Agency for the Evaluation of Pharmaceutical Products (EMEA). The key points of the current guidelines regarding applications for phase III trials in coronary heart disease (stable angina, acute coronary syndromes) and chronic heart failure are presented. They are as follows: the definition of selected populations, the choice of criteria for evaluating efficacy and safety, the choice of comparators, and study duration etc.